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Dear Sir:

As a neurosurgeon | felt | nmust comrent on the FDA proposal to
further regulate sone types of allograft bone as "medical devices".
If this is allowed to occur it can only be harnful to patient care

| believe the potential inplications of FDA's regulatory action in

this area are staggering. | do not believe that bone banks w ||
have the expertise to participate in clinical trials, etc. and that
this will only delay a much needed product fromgetting to the

patient who needs it.

Pl ease stay out of this area.' It is good that FDA regul ates the
safety of bone products but further FDA interference can only be
harnful to good patient care.

Sincerely,

N Copho=

B. King Tiptoni M D.
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